1 (Amended) A method of treating or prophylaxis of a disorder ameliorated 
by the inh.bit.on of serotonin reuptake at 5-HT,^eceptgrsj.nd/or the mhibition of dopamine 
reuptakraT^pamme D^Teceptors m a patient wMch composes admm.stering to a pat.ent m 
need of such treatment or prophylaxis a therapeutically effective amount of a z.pras.done 
metabolite, or a pharmaceutically acceptable salt, solvate, hydrate, or clathrate thereof. 




3 (Amended) A method of gating or prophylaxisJo%neuroleptic disorder in 
a patienriwh,ch composes administering to a patient m need of such treatment or prophylax.s 
a therapeutically effective amount of a ziprasidone metabolite, or a pharmaceut.cally 
ceptable salt, solvate, hydrate, or clathrate thereof 



ac 



REMARKS 

Claims 1-15 are pendmg in this application. Claims 16-49 have been canceled further 
to the Restriction Requirement mailed June 25, 2001 without prejudice to Applicants' nght to 
pursue the subject matter they recite .n one or more continuation, div.sional. or contmuat.on- 
in-part apphcations. The title has been amended as shown in Appendix A, attached hereto, to 
more accurately reflect the subject matter of the pendmg claims. Claims 1 and 3 have been 
amended as shown in Appendix A. No new matter has been added. 

I. Ti.. Rp |.r.tion Und °- T T r 8 1 1? Should be Withdrawn 
On pages 2-3 of the Office Action, claims 1-15 are rejected under the second 
paragraph of 35 U.S.C. § 1 12 as allegedly indefinite. In particular, the term "prevented" ,s 
objected to because examples of how and when to prevent disorders are allegedly not 
provided, and because the "degree of prevention" is allegedly unclear. Apphcants 
respectfully disagree. However, because it is suggested on page 3 of the Office Action that 
this rejection will be withdrawn if the term "prevented" is replaced with "prophylax.s," 
claims 1 and 3 have been amended accordingly to expedite their allowance. 
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n Th. Rejection Und er35 IT S C § 1 02 Should he Withdrawn 
On page 3 of the Office Action, claims 1-4 and 6-9 are rejected under 35 U.S.C. 
§ 102(b) as allegedly anticipated by what appears to be a Pfizer publication entitled 
"GEODON-M (ziprasidone HCl)" ("Geodon"). This rejection is respectfully traversed. 

The Geodon publication is dated April 2001. Geodon, page 20. This application was 
filed over a year earlier, on March 17, 2000, and claims priority to U.S. provisional 
application 60/127,939. which was filed April 6, 1999. Geodon is, therefore, not pnor art to 
this application. See. e.g., 35 U.S.C. § 102(a), (b). For this reason, Apphcants respectfully 
request that the rejection of claims 1-4 and 6-9 over Geodon be withdrawn. 

m xi,.p.i ..HonUnd e -^^TT«;r 8 103 Should he Withdraw n 
On pages 3-5 of the Office Action, claims 5 and 10-15 are rejected under 35 U.S.C. 
§ 103 as allegedly obvious over Geodon in view of Prakash et «/., Dru g. Met. Disp. 25:206- 
218 (1997) ("Prakash") This rejection is respectfully traversed. 

In order to properly determine .prima facie case of obviousness, an Examiner "must 
step backward in time and into the shoes worn by the hypothetical 'person of ordinary skill in 
the art' when the invention was unknown and just before it was made." ManualofPatent 
p..^inin. Procedure § 2142 (8* ed., August 2001). This is important, as "impermissible 
hindsight must be avoided and the legal conclusion must be reached on the basis of the facts 
gleaned from the prior art." M. Three basic criteria must then be met: first, there must be 
some suggestion or motivation to modify or combine the cited references; second, there must 
be a reasonable expectation of success; and third, the pnor art references must teach or 
suggest all the claim limitations. Id. at § 2143. With regard to the first cntenon, it is 
.niportant to recognize that the "mere fact that references can be combined or modified does 
not render the resultant combination obvious unless the prior art also suggests the desirability 
of the combination." Id. at 2143.01 (emphasis in the original) (citing In re Mills, 916 F.3d 

680 (Fed. Cir. 1990)). 

Because the rejection under § 103 is based on the combination of Geodon and 
Prakash, it stands to reason that Prakash alone camiot satisfy the requirements of § 1 03. Yet, 
as discussed above, Geodon is not prior art to this application. Therefore, Applicants 
respectfully submit that this rejection cannot be made, and request that it be withdrawn. 
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rnnclusion 

All of the claims are believed to be in condition for allowance. Should the Exannner 
d.sagree, AppUcants respectfully re.uest a telephone or persona, .nterv.ew to address any 

' ~;::ei: be..eved to be due for th.s sub..ss.on. However, .any fees are necessary 

for the entry of this submission or to avo.d abandonment of th.s application, please charge 
such fees to Pennie & Edmonds LLP Deposit Account No. 16-1 150. 

Respectfully submitted. 
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